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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on . 

This action is FINAL. 2b)D This action is non-final. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |HI Claim(s) 2, 7,9, 77, 79,82 and 88-95 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) E3 Claim(s) 88-90 and 92-94 is/are allowed. 

6) IEI Claim(s) 2.7,9,77,79.82.91 and 95 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 . Claims 2,7,9,77,79,82,88-95 are under consideration. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. The rejection of claims 5,14,78,83 under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement for the reasons elaborated in the 
previous Office Action is withdrawn in view of the cancellation of said claims. 

4. The rejection of claims 5,14 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement for the reasons elaborated in the 
previous Office Action is withdrawn in view of the cancellation of said claims. 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 2,9,77,82 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Fikes et al. (WO 95/04542) for the reasons elaborated in the previous Office Action. 
Applicants arguments have been considered and deemed not persuasive. 

Fikes et al. teach a peptide that contains all of the amino acids of SEQ. ID. No. 7 
except the first and last amino acids (see claim 4, Seq. Id. No. 15). Said peptide is 
derived from MAGE A1 (alias MAGE 1). The additional amino acid residues found in 
SEQ. ID. No.7 are residues found in the native MAGE A1 molecule. Fikes et al. teach 
that the peptide can be optionally flanked by additional MAGE 1 amino acids at both 
ends(see page 5, penultimate paragraph). Fikes et al. teach that the peptides are less 
than 1 5 amino acids (see page 5, last paragraph). Fikes et al. teach that the peptides 
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are about 11 residues, which would encompass a 12mer peptide (see page 5, last 
paragraph). A 12mer peptide including SEQ. ID. No. 15 of Fikes et al. with additional 
MAGE 1 residues at both ends is the peptide recited in claim 2/77. Regarding claim 2, a 
12mer or 13mer or 14mer including SEQ. ID. No. 15 of Fikes et al. with additional 
MAGE 1 residues at both ends is encompassed by the peptide recited in claim 2. 

The MPEP section 2131.02 states: 

A GENERIC CHEMICAL FORMULA WILL ANTICIPATE A CLAIMED 
SPECIES COVERED BY THE FORMULA WHEN THE SPECIES CAN BE 
"AT ONCE ENVISAGED" FROM THE FORMULA 

1 

When the compound is not specifically named, but instead it is necessary to select 
portions of teachings within a reference and combine them, e.g., select various 
substituents from a list of alternatives given for placement at specific sites on a generic 
chemical formula to arrive at a specific composition, anticipation can only be found if the 
classes of substituents are sufficiently limited or well delineated. Ex parte A, 
17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990). If one of ordinary skill in the art is able 
to "at once envisage" the specific compound within the generic chemical formula, the 
compound is anticipated. One of ordinary skill in the art must be able to draw the 
structural formula or write the name of each of the compounds included in the generic 
formula before any of the compounds can be "at once envisaged." One may look to the 
preferred embodiments to determine which compounds can be anticipated. In re 
Petering, 301 F.2d 676, 133 USPQ 275 (CCPA 1962). 

In In re Petering, the prior art disclosed a generic chemical formula "wherein X, Y, Z, P, 
and R'- represent either hydrogen or alkyl radicals, R a side chain containing an OH 
group. " The court held that this formula, without more, could not anticipate a claim to 7- 
methyl-9-[d, I'-ribitylJ-isoalloxazine because the generic formula encompassed a vast 
number and perhaps even an infinite number of compounds. However, the reference 
also disclosed preferred substituents for X, Y, Z, R, and R' as follows: where X, P, and 
R' are hydrogen, where Y and Z may be hydrogen or methyl, and where R is one of 
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eight specific isoalloxazines. The court determined that this more limited generic class 
consisted of about 20 compounds. The limited number of compounds covered by the 
preferred formula in combination with the fact that the number of substituents was low at 
each site, the ring positions were limited, and there was a large unchanging structural 
nucleus, resulted in a finding that the reference sufficiently described "each of the 
various permutations here involved as fully as if he had drawn each structural formula or 
had written each name. " The claimed compound was 1 of these 20 compounds. 
Therefore, the reference "described" the claimed compound and the reference 
anticipated the claims. 

In In re Schauman, 572 F. 2d 312, 197 USPQ 5 (CCPA 1978), claims to a specific 
compound were anticipated because the prior art taught a generic formula embracing a 
limited number of compounds closely related to each other in structure and the 
properties possessed by the compound class of the prior art was that disclosed for the 
claimed compound. The broad generic formula seemed to describe an infinite number 
of compounds but claim 1 was limited to a structure with only one variable substituent 
R. This substituent was limited to low alkyl radicals. One of ordinary skill in the art would 
at once envisage the subject matter within claim 1 of the reference.). 

The claimed peptides are immediately envisaged by the aformentioned teachings of the 
Fikes et al. reference. The aforementioned peptides would bind inherently bind HLA 
DRBM5 because they are the peptides recited in the claims. Fikes et al. teach MAGE 1 
peptide compositions containing a MAGE 1 class binding peptide and a MAGE 1 class 
II binding peptide (see page 12, last paragraph) . In the instant rejection, the MAGE 1 
class I binding peptide would function to bind HLA DRB1M5 (because it has the 
sequence recited in the claim) whilst the T helper epitope disclosed in page 12, last 
paragraph would bind MHC class I. There are hundreds of different MHC class I alleles 
that would bind largely discrete and nonoverlapping subsets of MAGE 1 derived 
peptides, wherein it would be reasonable to conclude that at least a fraction of said 
alleles could bind a T helper MAGE 1 epitope as per disclosed in page 12, last 
paragraph. 
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Regarding applicants comments, the "genus" to which applicant refers is actually 
a series of subgenuses. For example, the peptide optionally flanked with naturally 
occurring MAGE amino acid sequences versus amino acids added to facilitate linking, 
versus peptides with conservative changes, etc. The particular subgenus referred to in 
the instant rejection is small and adequately described such that the claimed invention 
is immediately envisaged. Fikes et al. teach that the peptide can be optionally flanked 
by additional MAGE 1 amino acids at both ends(see page 5, penultimate paragraph). 
Fikes et al. teach that the peptides are less than 15 amino acids (see page 5, last 
paragraph). Fikes et al. teach that the peptides are about 11 residues, which would 
encompass a 12mer peptide (see page 5, last paragraph). A 12mer peptide including 
SEQ. ID. No. 15 of Fikes et al. with additional MAGE 1 residues at both ends is the 
peptide recited in claim 2/76/77. Regarding claim 2, a 12mer or 13mer or 14mer 
including SEQ. ID. No. 15 of Fikes et al. with additional MAGE 1 residues at both ends 
is encompassed by the peptide recited in claim 2. 

7. Claims 2,7,9,77,79,82 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fikes et al. in view of Gelder et al. (US Patent 6,043,347) for the 
reasons elaborated in the previous Office Action. Applicants arguments have been 
considered and deemed not persuasive. 

Fikes et al. teach a peptide that contains all of the amino acids of SEQ. ID. No. 7 except 
the first and last amino acids (see claim 4, Seq. Id. No. 15). Said peptide is derived 
from MAGE A1 (alias MAGE 1). The additional amino acid residues found in SEQ. ID. 
No.7 are residues found in the native MAGE A1 molecule. Fikes et al. teach that the 
peptide can be optionally flanked by additional MAGE 1 amino acids at both ends(see 
page 5, penultimate paragraph). Fikes et al. teach that the peptides are less than 15 
amino acids (see page 5, last paragraph). Fikes et al. teach that the peptides are about 
11 residues, which would encompass a 12mer peptide (see page 5, last paragraph). A 
12mer peptide including SEQ. ID. No. 15 of Fikes et al. with additional MAGE 1 
residues at both ends is the peptide recited in claim 2/76/77. Regarding claim 2, a 
12meror 13meror 14mer including SEQ. ID. No. 15 of Fikes et al. with additional 
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MAGE 1 residues at both ends is encompassed by the peptide recited in claim 2. 
Regarding claim 76, a 12mer or 13mer including SEQ. ID. No. 15 of Fikes et al. with 
additional MAGE 1 residues at both ends is encompassed by the peptide recited in 
claim 76. Fikes et al. teach MAGE 1 peptide compositions containing a MAGE 1 class 
binding peptide and a MAGE 1 class II binding peptide (see page 12, last paragraph) . 
In the instant rejection, the MAGE 1 class I binding peptide would function to bind HLA 
DRB1*15 (because it has the sequence recited in the claim) whilst the T helper epitope 
disclosed in page 12, last paragraph would bind MHC class I. There are hundreds of 
different MHC class I alleles that would bind largely discrete and nonoverlapping 
subsets of MAGE 1 derived peptides, wherein it would be reasonable to conclude that 
at least a fraction of said alleles could bind a T helper MAGE 1 epitope as per disclosed 
in page 12, last paragraph. 

Fikes et al. do not teach said peptide containing D-amino acids. Gelder et al. 
teach modified peptides containing D-amino acids (see column 20) and that such 
peptides have increased stability (see column 20). Said peptides would also be non- 
hydrolyzable because D-amino acid modified peptides have this property (eg. see claim 
7 upon which claim 79 depends). It would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to have created the claimed 
invention because Fikes et al. teach the claimed peptide except for D-amino acid 
modification, while Gelder et al. teach modified peptides containing D-amino acids (see 
column 20) and that such peptides exhibit increased stability. One of ordinary skill in 
the art would have been motivate to do the aforementioned because Gelder et al. that 
teach modified peptides containing D-amino acids have increased stability. 

Regarding applicants comments about motivation, Gelder et al. teach modified 
peptides containing D-amino acids have increased stability. In addition, Fikes et al. 
disclose that it is desireable that the peptides can be modified to have "improved 
pharmacological characteristics" (see page 11, first paragraph). Increased stability is an 
"improved pharmacological characteristic". 

8. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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9. Claims 79,91,95 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 79,91,95 lack antecedent basis in the claims from which they depend. 
Claim 79 depends from claim 7 which depends from claim 2 wherein the amended claim 
2 now reads on a peptide consisting of a core sequence of SEQ ID NO:7. Said 
sequence consists of l-amino acids linked by peptide bounds. Thus, claim 79 lacks 
antecedent basis in claim 7 because the core sequence cannot be substituted. Claims 
91 and 95 have the same problem. 

1 0. Claims 88-90,92-94 are allowed. 

11. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 571 
272-0851 . The examiner can normally be reached Monday to Thursday from 7:30am 
to 6:00pm. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at 571 2720841. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. Information regarding the status of an application may be obtained from the 
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Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




RONALD 8. SCHWADRON 
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